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RESEARCH THAT DOES NOT INVOLVE DIRECT 

HUMAN SUBJECT PARTICIPATION APPLICATION 
 
Attach this application to a WDH-IRB Table of Elements for Protocol Summary and submit to the IRB 
for approval prior to collection or release of any data or material.   
 
SPECIFICS OF USE OF EXISTING DATA OR BIOLOGICAL MATERIALS 
 
1. State why & how the existing data or biological materials were collected, or how data or 

biological materials to be used in this research will be collected for non-research purposes. 
 
 
 
 
 

2. Were the existing data or specimens originally stored in a way that could reveal the identity 
of the person from whom the material originated?  YES  NO  
 

3. Will the research records carry any identifiers that could link the information to the person, 
from whom the material originated?  YES  NO  (If yes discontinue application, submit 
protocol for IRB Review) 

 
4. What type of data and/or biological specimens will be used for research? 

 
 
 

5. From how many persons did/will the data or biological specimens originate? 
 
 

6. From what source(s) will the data or biological specimens be procured? 
 
 
 
 

7. How will the investigators gain access to the data or biological specimens?   
             
             
  

8. If the data or biological specimens were originally collected for non-research purposes, have 
the persons from whom the material originated agreed that the material might also be used 
for research purposes?   YES  NO 
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9. Does use of the data or biological specimens involve information, which if revealed, could 
place someone at risk of criminal or civil liability, or be damaging to their financial standing, 
employability or reputation?   YES   NO 
 

10. How will the permission of the persons, from whom the data or biological specimens 
originated, be obtained to use the material for research purposes? 
 
 
 
 

11. What measures will be taken to keep the research records confidential? 
 
 
 
 

12. Describe any access that researchers will have to information that is not essential to the 
research, what will be done with this non-essential information, and how it will be protected. 
 
 
 
 

13. Could the research to be conducted on the data or biological specimens reveal information of 
potential benefit to the persons from whom the material originated?  YES  NO (If 
YES,describe plans to inform participants about their rights) 
 
 
 
 

14. Could the research lead to the development of a commercial product that may bring financial 
benefit to the investigators and/or the sponsor?  YES NO (If YES, describe plans to 
inform participants about their rights) 

 
 
 
 
 
 
IRB #: (assigned by the WDH IRB)  
 
Study Title 
 
Date of submission of this form  
 
Principal Investigator  
 
Principal Investigator Signature 
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